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DETAILED ACTION 



Election Requirement 

Applicant's election filed on 8/20/2007 is acknowledged. In regards to 
Species IV (a plasticizer), the applicant's arguments were persuasive and the 
election requirement has been withdrawn. However, the arguments for 
withdrawal of the species requirement for Species l-lll were not persuasive, the 
species election requirements for species l-lll are proper and still stand. The 
compounds found within Species II belong to several different groups; have 
different structures as well as different reactivities. The compounds found within 
species 1 1 — 1 1 1 have different structures and thus will also have different reactivities. 
Therefore the species election requirement for species IV has been removed but 
the species election requirement for species l-lll still stands. 

Objection 

Claim 7 is objected to because of the following informalities: The word 
"osmopolymer" is misspelled. Appropriate correction is required. 
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Claim Rejections -35 USC §103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US Patent No. 5,478,577 to Sackler in further view of US Patent No. 
6,372,255 to Saslawski. 

3. Sackler teaches a sustained release oral pharmaceutical (title) comprising: 

(a) a core (col. 7, lines 60-63; the invention having a coating must have a 
core to be coated) comprising: 

(i) an opioid analgesic (col. 7, lines 31-34); 

(ii) at least one pharmaceutical excipient (col. 12, lines 45-50) 

(b) a delayed release coating surrounding the core (col. 7, lines 60-63) 
comprising: 

(i) a first enteric coating agent (col. 8, lines 15-19) 

(ii) a second enteric coating agent (col. 13, Iines18-21) 

(iii) optionally a plasticizer (col. 9, lines 31-33) 

(iv) optionally an inert processing aid (col. 8, lines 10-12) and 

(c) an immediate release drug layer (col. 6, lines 25-60) comprising; 
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(i) an opioid analgesic (col. 6, lines 25-27 

(d) optionally a cosmetic coating (col. 7, lines 63-67) 

4. Sackler does not teach a binder found within the immediate release drug 
layer. However, Saslawski does teach a binder found within the immediate 
release drug layer (col. 5, line 59-col. 6, Iine13). Saslawski directly relates to the 
art, in that it teaches a tablet for instant and prolonged release of one or more 
active substances. It would have been obvious at the time of the invention for 
one of ordinary skill in the art to combine Sackler and Saslawski to add a binder, 
which is common in the art, to an immediate release drug layer. 

5. In regards to claims 2 and 3: Sackler teaches oxycodone (col. 7, lines 31- 
32). 

6. In regards to claims 4-7: Sackler teaches several different excipients and 
combinations thereof (col. 12, lines 45-50). Sackler also teaches that the core 
may contain binders (col. 12, lines 45-50) and that said binder may be an 
osmopolymer (col. 12, lines 7-8) 

7. In regards to claim 8 and 9: It is assumed that the binders named in 
Saslawski have a viscosity of greater than 50,000 mPa. It is also noted that 
binders are common in the art and that all binders act as functional equivalents 
for this invention, it is also noted that any nominal change in viscosity properties 
of said binders should not change the scope of this invention and therefore it is 
sufficient to reject this claim based on the rejection of a binder in the broader 
sense. 
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8. In regards to claims 10-12: It is assumed that the first enteric coating and 
the second enteric coating agent elected by the Applicant meet the limitations of 
claims 10-12 and therefore claims 10-12 are rejected over the basis that 
methacrylic acid polymer begins to dissolve around a pH of 5-7 and that zein 
begins to dissolve at a pH of about 8-12. It is further noted that the phrase 
"begins to dissolve" is relative, in that, any enteric polymer will "begin" to dissolve 
when contacted with a solution at any pH value. 

9. In regards to claims 1 3-1 6: Changing the percentages as well as the 
ratios of components in pharmaceutical compositions. is common in the art and is 
simply seen as routine optimization in the art. 

10. In regards to claim 17: Sackler teaches a sustained release oral 
pharmaceutical (title) comprising: 

(a) a core (col. 7, lines 60-63; the invention having a coating must 
have a core to be coated) comprising: 

(i) an opioid analgesic (col. 7, lines 31-34); 

(ii) a diluent (col. 12, lines 47); 

(iii) a binder (col. 12, lines 47); and 

(b) a delayed release coating surrounding the core (col. 7, lines 60-63) 
comprising: 

(i) a first enteric coating agent that is assumed to begin to dissolve at a pH 
of about 5-6 (col. 8, lines 15-19); 
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(ii) a second enteric coating agent that is assumed to begin to dissolve at 
a pH of above 8 (col.13, Iines18-21); 

(iii) an inert processing aid (col. 8, lines 10-12); 

(iv) optionally a plasticizer (col. 9, lines 31-33); and 

(c) an immediate release drug layer (col. 6, lines 25-60) comprising; 
(i) an opioid analgesic (col. 6, lines 25-27 

(d) optionally a cosmetic coating (col. 7, lines 63-67) 

1 1 . Sackler does not teach a binder with the viscosity disclosed in the instant 
application in claim 17. Saslawski does teach binders used in the same art in 
immediate release coatings with a viscosity that is assumed to be greater than 
50,000 mPa when at the conditions given in claim 17 of the instant application. It 
is also noted that for the purpose of the instant application any binder should 
achieve the desires effect. 

12. Sackler also does not teach an immediate release drug layer comprising a 
binder. Saslawski does teach a binder found within the immediate release drug 
layer (col. 5, line 59-col. 6, Iine13). Saslawski directly relates to the art, in that it 
teaches a tablet for instant and prolonged release of one or more active 
substances. It would have been obvious at the time of the invention for one of 
ordinary skill in the art to combine Sackler and Saslawski to add a binder, which 
is common in the art, to an immediate release drug layer. 



Application/Control Number: 10/822,627 Page 7 

Art Unit: 1609 

13. In regards to claims 18 and 19: Sackler teaches oxycodone (col. 7, lines 
31-32). 

14. In regards to claim 20: It is assumed that the binders named in Saslawski 
have a viscosity of greater than 50,000 mPa. It is also noted that binders are 
common in the art and that all binders act as functional equivalents for this 
invention, it is also noted that any nominal change in viscosity properties of said 
binders should not change the scope of this invention and therefore it is sufficient 
to reject this claim based on the rejection of a binder in the broader sense. 

15. In regards to claims 21-22: It is assumed that the first enteric coating and 
the second enteric coating agent elected by the Applicant meet the limitations of 
claims 21-22 and therefore claims 21-22 are rejected over the basis that 
methacrylic acid polymer begins to dissolve around a pH of 6-7 and that zein 
begins to dissolve at a pH of above 9. It is further noted that the phrase "begins 
to dissolve" is relative, in that, any enteric polymer will "begin" to dissolve when 
contacted with a solution at any pH value. 

16. In regards to claims 23-26: Changing the percentages as well as the 
ratios of components in pharmaceutical compositions is common in the art and is 
simply see as routine optimization in the art. 

17. In regards to claim 27: Sackler teaches a sustained release oral 
pharmaceutical (see claim 17 above) consisting of: 

(a) see claim 1 7 above 

(i) oxycodone (col. 7, lines 31-34); 
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(ii) see claim 17 above 

(iii) see claim 17 above 

(iv) a lubricant (col. 12, line 47) 

(v) a glidant (col. 12, line 48) 

(b) see claim 17 above 

(i) see claim 17 above 

(ii) a second enteric coating agent that is assumed to begin to dissolve at 
a pH of above 7 (col. 13, Iines18-21); 

(iii) an inert processing aid (col. 8, lines 10-12); 

(iv) see claim 17 above 

(c) see claim 17 above 

(i) oxycodone (col. 6, lines 25-27) 

(d) optionally a cosmetic coating (col. 7, lines 63-67). 



18. Sackler does not teach an immediate release drug layer comprising a 

binder. Saslawski does teach a binder found within the immediate release drug 
layer (col. 5, line 59-col. 6, Iine13). Saslawski directly relates to the art, in that it 
teaches a tablet for instant and prolonged release of one or more active 
substances. It would have been obvious at the time of the invention for one of 
ordinary skill in the art to combine Sackler and Saslawski to add a binder, which 
is common in the art, to an immediate release drug layer. 
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19. In regards to claim 28: It is assumed that the binders named in Saslawski 
have a viscosity of greater than 75,000 mPa. It is also noted that binders are 
common in the art and that all binders act as functional equivalents for this 
invention, it is also noted that any nominal change in viscosity properties of said 
binders should not change the scope of this invention and therefore it is sufficient 
to reject this claim based on the rejection of a binder in the broader sense. 

20. In regards to claims 29-30: It is assumed that the first enteric coating and 
the second enteric coating agent elected by the Applicant meet the limitations of 
claims 29-30 and therefore claims 29-30 are rejected over the basis that 
methacrylic acid polymer begins to dissolve around a pH of 6-7 and that zein 
begins to dissolve at a pH of above 8. It is further noted that the phrase "begins 
to dissolve" is relative, in that, any enteric polymer will "begin" to dissolve when 
contacted with a solution at any pH value. 

21 . In regards to claims 31-33: Changing the percentages as well as the 
ratios of components in pharmaceutical compositions is common in the art and is 
simply see as routine optimization in the art. 



Obviousness Double Patenting 

22. The nonstatutory double patenting rejection is based on a judicially 

created doctrine grounded in public policy (a policy reflected in the statute) so as 
to prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. 
A nonstatutory obviousness-type double patenting rejection is appropriate where 
the conflicting claims are not identical, but at least one examined application 
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claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In 
re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 
1.321(d) may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or 
patent either is shown to be commonly owned with this application, or claims an 
invention made as a result of activities undertaken within the scope of a joint 
research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may 
sign a terminal disclaimer. A terminal disclaimer signed by the assignee must 
fully comply with 37 CFR 3.73(b). 

23. Claim 1 is provisionally rejected on the ground of nonstatutory 

obviousness-type double patenting as being unpatentable over claim 1 of 

copending Application No. 10/726,024. The scope of the cited claims 

substantially overlap and one is obvious over the other. Although the conflicting 

claims are not identical, they are not patentably distinct from each other. 

While the copending application claims a central nervous system stimulant and 

not an opioid analgesic, this is immaterial because the other components that 

impart the controlled release properties represent the critical component. It 

would have been prima facie obvious to a person of ordinary skill in the art to 

substitute one drug for another in a sustained release formulation, because drug 

release would be expected to be a consequence of the formulations other 

components, irregardless of the drug used. The fact that two different kinds of 



known drugs are disclosed does not make either invention non-obvious. The 
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copending application also claims a binder and a diluent, while claim 1 in the 
instant application does not claim these two components specifically it does claim 
1 or more excipients, which binders and diluents are. Further, in the instant 
application in claim 5 the excipients are identified as a binder and a diluent. The . 
instant application claims a first and second enteric coating agent, while the 
copending application claims at least one enteric polymer, which reads on the 
instantly claimed invention, further, the copending application specifically claims 
methacrylic acid copolymer and zein as the enteric coating polymers in claim 1 1 . 
Likewise the anti-sticking agent of the copending application and the inert 
processing aid of the instant application also read on each other. 

Claims 2 and 3 of the instant application are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable 
overclaim 1 of copending Application No. 10/726,024 for the same reasoning in 
regard to the core drug as above. 

Claims 4 and 5 of the instant application are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claim 1 of copending Application No. 10/726,024 for the same reasoning as 
above regarding excipients including binders and diluents. 

Claim 7 of the instant application is provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claim 1 of copending Application No. 10/726,024 because several of the binder 
examples in claim 6 of the copending application are osmopolymers. 
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Claims 8 and 9 of the instant application are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claim 1 of copending Application No. 10/726,024 because it is assumed that 
the binders recited in claim 6 of the copending application also have the 
disclosed properties. 

Claims 10-12 of the instant application are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claim 1 of copending Application No. 10/726,024 because it is assumed that 
the enteric polymers in the copending application also have the disclosed 
properties. 

Claims 13-16 of the instant application are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting, as being 
unpatentable over claim 1 of copending Application No. 10/726,024 because the 
only limitation they add is that of different ratios and percentages of components, 
which is seen as routine optimization. 

Claims 17-26 of the instant application are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claim 1 of copending Application No. 10/726,024 for the reasons given 
above. The claims recite the same components as above simply in a different 
format. 

Claim 27 of the instant application is also provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable 



Application/Control Number: 10/822,627 Page 13 

Art Unit: 1609 

over claim 1 of copending Application No. 10/726,024 in view of US Patent No. 
6,485,746 to Campbell. The copending application does not specifically teach 
the core comprising a lubricant and a glidant. Campbell teaches that using many 
different excipients in drug manufacture is common and that using glidants as 
well as lubricants are standard in the art (col. 9, lines 14-31). Therefore it would 
have been obvious to one of ordinary skill in the art at the time of the invention to 
add a glidant and a lubricant to the invention. 

Claims 28-33 of the instant application are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable 
over claim 1 of copending Application No. 10/726,024 in view of US Patent No. 
6,485,746 to Campbell. These claims are rejected because the only limitation 
they add is that of properties that the disclosed components are assumed to 
have, or different ratios and percentages of components, which is seen as 
routine optimization. 

This is a provisional obviousness-type double patenting rejection because 
the conflicting claims have not in fact been patented. 

\ 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Luke E. Karpinski whose telephone number is 
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571-270-3501. The examiner can normally be reached on Monday Thursday 9-4 
est. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisors, Ardin H. Marschel or Cecilia Tsang can be reached on 
571-272-071 8 or 571 -272-0562 respectively. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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,*^ory Patent Examiner 
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